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DETAILED ACTION 

1 . The amendment filed January 29, 2009 has been received and entered. The text of those 
sections of Title 35, U.S. Code, not included in this action can be found in a prior Office action. 

2. Claims 16, 17, and 21 have been cancelled in this amendment. 

3. Claims 1, 6-15, 18-20 and 22-41 are pending. 

4. In the replies filed on April 24, 2008 and December 18, 2008 applicant elected 
cryptotanshinone and tanshinone IIA for species A, 1-beta-hydroxycryptotanshinone for species 
B and obesity for species C with traverse. The amendment filed January 29, 2009 amends claim 
1 such that cryptotanshinone, tanshinone IIA and an additional compound selected from 
tanshinone I and 15,16-dihydrotanshinone I are required. Thus, the search for species A is 
extended to cover cryptotanshinone, tanshinone IIA and tanshinone I (see MPEP 803.02). 

Applicant's additional arguments traversing the restriction requirement are noted but are 
not persuasive. The anticipatory references below show a lack of unity between the species. 

5 . Claims 1 1 , 1 3, 1 8, 20, 22, 24, 26, 27, 30, 32-34 are withdrawn from fiirther consideration 
pursuant to 37 CFR 1.142(b), as being drawn to a nonelected species, there being no allowable 
generic or linking claim. 

6. Claims 1, 6-10, 12, 14, 15, 19, 23, 25, 28, 29, 31, and 35-41 are examined on the merits 
in regards to the elected species as present in the claims. 

Claim Objections 

7. Claim 19 is objected to under 37 CFR 1 .75(c), as being of improper dependent form for 
failing to fiirther limit the subject matter of a previous claim. Applicant is required to cancel the 
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claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the 
claim(s) in independent form. Claim 19 depends on claim 1 which requires cryptotanshinone, 
tanshinone IIA, and at least one of tanshinone I and 15,16-dihydrotanshinone I. However, claim 
19 only requires tanshinone I because the additional ingredient are claimed as "optional." The 
requirement for only one ingredient conflicts with claim 1 and improperly broadens the scope of 
the claim. 

Claim Rejections - 35 USC § 112 

8. Claims 35-39 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for reducing obesity, does not reasonably provide enablement for 
preventing obesity for the reasons set forth in the previous Office action. 

Applicant argues that this rejection has been overcome because claim 1 has been 
amended to delete the term "preventing." However, claim 35 is still drawn to a pharmaceutical 
formulation for preventing obesity. Thus, claims 35-39 are considered properly rejected based 
on a lack of enablement for the reasons set forth in the previous Office action. 

Claims 7-9, 19, 23, and 25 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

9. Claims 7-9 are indefinite because they discuss the ratio of one component to the 
remaining component(s). The parentheses around the "s" in components indicates that there can 
be one or more remaining components. However, claim 1 requires three components; thus, 
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components would necessarily be plural because there are at least two remaining components. 
Therefore, the indication of a single remaining component is confusing. 

10. As discussed above in paragraph 7, claim 19 conflicts with the scope of claim 1 . Thus, 
the metes and bounds of claim 19 are indefinite because it is unclear exactly what ingredients are 

required in the claim. 

1 1 . Claims 23 and 25 are indefinite because they depend fi-om cancelled claims 17 and 16, 
respectively. For the sake of examination, these claims are examined as if they depend fi-om 
claim 1. 



Claim Rejections - 35 USC § 102 
12. Claims 1, 7-10, 12, 19, 23, 25, 28, 29, 31, 35, 37, 39 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Sucher (US 2002/0077352). 

This reference teaches a composition comprising tanshinones from Saliva miltiorrhiza 
(see abstract). The composition contains 3.24% tanshinone I, 7.35% cryptotanshinone and 
6.72% tanshinone IIA (see paragraph 19). These percentages result in a composition that 
contains the ratios claimed by applicant and in a composition with cryptotanshinone as the most 
abundant ingredient. The composition is formulated with carriers into oral and injectable 
preparations such as tablets, capsules, solutions, emulsions, and powders (see page 5). 

All of applicant's arguments regarding this ground of rejection have been fully considered 
but are not persuasive. Applicant argues that the reference does not teach cryptotanshinone but 
rather a structurally distinct compound cryptotanshinone III. However, the notation of 
"crj^totanshinone III" in figiire IC is referring to the number of the structure in relation to the 
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other structures taught in the reference. This is seen is paragraph 19 which states that the 
compound is "cryptotanshinone (structure III). . .". Thus, the reference teaches cryptotanshinone 
not cryptotanshinone III as alleged by the applicant. A search of REGISTRY demonstrates that 
there is no compound known as "cryptotanshinone III." The applicant argues that the structure 
shown in the reference for cryptotanshinone is distinct from the structure shown in the current 
specification. However, an artisan of ordinary skill in the art would understand that the structure 
of cryptotanshinone shown in the reference has errors which lead to the differences seen between 
the reference structure and the structure disclosed in the specification. The difference between 
the reference structure and the structure disclosed in the specification is the depiction of double 
bonds in the six-membered ring which is linked to the two methyl groups. These double bonds 
show a structure that is not chemically possible because it contains carbons that have more than 
four bonds. Thus, an artisan of ordinary skill would understand that the structure shown in the 
reference contains errors but this would not detract from the teaching in the reference that the 
composition contains cryptotanshinone. 

13. Claims 1, 7, 14, 19, 23, 25, 28, 29, 31 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Tezuka (Chem. Pharm. Bull. (1997), vol. 45, no. 8, pp. 1306-131 1). 

This reference teaches a S. miltiorrhiza extract that contains 0.010% cryptotanshinone, 
0.0046% tanshinone I, and 0.13% tanshinone IIA (see Chart 2). 

All of applicant's arguments regarding this ground of rejection have been fully considered 
but are not persuasive. Applicant argues that the reference does not teach a combination of two 
or more of the compounds. However, the reference teaches that the cryptotanshinone, 
tanshinone I, and tanshinone IIA are all present in the methanolic extract from Salvia 
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miltiorrhiza (see page 1307, first column). Thus, the reference does teach a composition which 
contains a combination of cryptotanshinone, tanshinone I, and tanshinone IIA. 

Applicant also argues that the claims are allowable over the reference due to unexpected 
synergistic results. However, as discussed in MPEP section 716.01(a) "unexpected results . . . 
must be considered by the examiner in determining the issue of obviousness of claims for 
patentability under 35 U.S.C. 1 03 ... ". Unexpected results are not persuasive in overcoming a 
102 rejection. 

14. Claims 1, 19, 23, 25, 28, 29, 31, 35, 37 and 39 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Wei (US 6,541,046). 

This reference teaches a composition for controlling body weight comprising an extract 
from S. miltiorrhiza which contains tanshinone I, tanshinone IIA and cryptotanshinone (see 
column 9, lines 1-4). The composition is formulated into powders, capsules, or tablets or is 
added to foods or beverages (see column 1, lines 22-65). 

All of applicant's arguments regarding this ground of rejection have been fully considered 
but are not persuasive. Applicant argues that the reference teaches using the S. miltiorrhiza 
extract to address the problems associated with the natural herbal extracts and does not teach that 
the extract is effective for weight loss. However, claim 1 of the reference specifically states a 
"composition for hindering weight gain comprising. . .red sage root [S. miltiorrhiza]...". Thus, 
the reference is considered to explicitly teach using S. miltiorrhiza to hinder weight gain. 

In addition, even if the reference did not explicitly teach this use, the reference 
composition is structurally the same as the claimed composition. A recitation of the intended use 
of the claimed invention must result in a structural difference between the claimed invention and 
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the prior art in order to patentably distinguish the claimed invention from the prior art. If the 

prior art structure is capable of performing the intended use, then it meets the claim. 

15. Claims 40 and 41 are rejected under 35 U.S. C. 102(b) as being anticipated by Liu (US 

4,906,470). 

This reference teaches a method for making a S. miltiorrhiza extract. The reference 
teaches extracting the dried plant in water followed by filtration and vacuum drying (see 
Example 6). 



Claim Rejections - 35 USC §103 
16. Claims 1, 7-10, 14, 15 and 35-39 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sucher (US 2002/0077352). 

The teachings of this reference are discussed above. The reference does not specifically 
using the tanshinone 1, cryptotanshinone and tanshinone IIA in the ratios claimed by applicant or 
using these ingredients in the percentages and dosages claimed in claims 36 and 38. However, 
the amount of a specific ingredient in a composition is clearly a result effective parameter that a 
person of ordinary skill in the art would routinely optimize. "[WJhere the general conditions of a 
claim are disclosed in the prior art, it is not inventive to discover the optimum or workable 
ranges by routine experimentation." In re AUer, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 
1955). The reference specifically teaches that the dosage of each ingredient can be chosen by the 
individual physician in view of the patient's condition, age, body weight and response to the 
drug. In addition, the reference teaches adjusting the dosages to produce appropriate plasma 
levels of the ingredients (see paragraphs 50 and 59). Thus, the reference acknowledges that the 
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amount of each ingredient can be varied to best suit the individual undergoing treatment. 
Therefore, it would have been customary for an artisan of ordinary skill to determine the optimal 
amount of each ingredient to add in order to best achieve the desired results. Thus, absent some 
demonstration of unexpected results from the claimed parameters, this optimization of ingredient 
amount would have been obvious at the time of applicant's invention. 

All of applicant's arguments regarding this ground of rejection have been fully considered 
but are not persuasive. Applicant argues that the reference does not render the claimed invention 
obvious because the reference does not teach cryptotanshinone as claimed. However, as 
discussed above, the reference is considered to teach cryptotanshinone as claimed. 
17. Claims 1,6-10, 12, 14, 15, 19, 23, 25, 28, 29, 31, 35-39 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Sairafianpour (J. Nat. Prod. (2001), vol. 63, pp, 1398-1403), 
Park (Bull. Korean Chem. (1999), vol. 20, no. 8, pp. 925-8) and Yuan (CN 1264580 - English 
translation provided). 

Sairafianpour teaches the pharmaceutical effects of both cryptotanshinone and 1-beta- 
hydroxycryptotanshinone. The reference teaches that both of these compounds function against 
human carcinoma (see abstract). The reference also teaches that cryptotanshinone is from S. 
miltiorrhiza (see page 1398). 

Park teaches using tanshinone I to inhibit cancer cells. The reference teaches that the 
tanshinone I is extract from S. miltiorrhiza (see abstract). 

Yuan teaches using tanshinone II A to freat human carcinomas (see English absfract). 

These references show that it was well known in the art at the time of the invention to use 
the claimed ingredients in compositions that treat cancer. It is well known that it is prima facie 
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obvious to combine two or more ingredients each of which is taught by the prior art to be useful 
for the same purpose in order to form a third composition which is useful for the same purpose. 
The idea for combining them flows logically from their having been used individually in the 
prior art. In re Pinten, 459 F.2d 1053, 173 USPQ 801 (CCPA 1972); In re Susi, 58 CCPA 1074, 
1079-80; 440 F.2d 442, 445; 169 USPQ 423, 426 (1971); In re Crockett, 47 CCPA 1018, 1020- 
21; 279 F.2d 274, 276-277; 126 USPQ 186, 188 (1960). 

Based on the disclosure by these references that these substances are used in 
compositions to treat cancer, an artisan of ordinary skill would have a reasonable expectation 
that a combination of the substances would also be useful in creating compositions to treat 
cancer. Therefore, the artisan would have been motivated to combine the claimed ingredients 
into a single composition. No patentable invention resides in combining old ingredients of 
known properties where the results obtained thereby are no more than the additive effect of the 
ingredients. See In re Sussman, 1943 CD. 518; In re Huellmantel 139 USPQ 496; In re Crockett 
126 USPQ 186. 

The references do not specifically teach adding the ingredients in the amounts claimed by 
applicant. The amount of a specific ingredient in a composition is clearly a result effective 
parameter that a person of ordinary skill in the art would routinely optimize. "[WJhere the 
general conditions of a claim are disclosed in the prior art, it is not inventive to discover the 
optimum or workable ranges by routine experimentation." In re AUer, 220 F.2d 454, 456, 105 
USPQ 233, 235 (CCPA 1955). The references teach that each of the claimed ingredients is a 
pharmaceutically active ingredient. An artisan of ordinary skill would routinely modify the 
amount of pharmaceutically active ingredients based on the patient's age, weight, gender, and 
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condition. Therefore, an artisan would have been motivated to modify the amount of each 
ingredient in the combination in order to formulate a product that best achieves the desired 
results set forth in the references. Thus, absent some demonstration of unexpected results from 
the claimed parameters, this optimization of ingredient amount would have been obvious at the 
time of applicant's invention. 

The references also do not specifically teach formulating the ingredients into the 
pharmaceutical forms claimed. However, these are well known pharmaceutical forms that would 
have been obvious for one of ordinary skill in the art to employ. Thus, the use of these forms is 
considered to be an obvious modification of the references. 

With the inclusion of Park, this is a new ground of rejection. However, applicant's 
arguments regarding the combination of Sairafianpour and Yuan have been considered in as 
much as they apply to this new ground of rejection. In response to applicant's argument that 
neither Sairafianpour nor Yuan teach using the claimed components to treat obesity, a recitation 
of the intended use of the claimed invention must result in a structural difference between the 
claimed invention and the prior art in order to patentably distinguish the claimed invention from 
the prior art. If the prior art structure is capable of performing the intended use, then it meets the 
claim. The prior art taken together teach a composition that is structurally the same as the 
claimed composition. Thus, the intended use is not considered to patentably distinguish the 
claimed composition from the composition taught by the references. 

Applicant argues that the combination of two or more of the claimed components is 
allowable over the prior art because the combination produces synergistic results. Applicant 
argues that page 14, lines 6-12 and figures 17-19 support this claim for synergistic results. 
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However, as stated in the last Office action, these results appear to be additive because the results 
for the combined ingredients do not appear to be significantly more than the results for the 
individual ingredients. Applicant has offered no specific arguments to support the assertion and 
the results are not additive but are synergistic. Apphcant has not explained how the data show 
statistically significant proof of synergism (see MPEP section 716.02(b)). In addition, the 
applicant argues that "the experimental results of the present specification ascertain sufficiently 
the synergistic effect in the wide range of the ratios." However, again applicant has not provided 
any specific argument to support this assertion. At the broadest, the claims do not require any 
ratio of ingredients at all. Figure 18 does show three different ratios of tanshionone I to 
cryptotanshinone at 1 :4, 1 : 1 or 4: 1 . These results do not appear to be synergistic but rather 
additive as discussed above. In addition, these ratios are not commensurate in scope with the 
broad ratios in at least claim 7. Thus, apphcant's allegations of unexpected results are not 
persuasive. 

18. Claims 40 and 41 are rejected mder 35 U.S.C. 103(a) as being unpatentable over Tashiro 
(US 5,589,182). 

This reference teaches a method of making a S. miltiorrhiza extract. The extract is made 

by extracting the plant material with water, filtering the extract and concentrating the extract (see 
column 7, lines 50-60 and column 8, lines 7-10). The reference does not specifically teach using 
vacuum concentration. However, vacuum concentration is a well known means for performing 
concentration. An artisan of ordinary skill would reasonably expect that this well known type of 
concentration would be useful in canying out the concentration step taught in the reference. This 



Application/Control Number: 1 0/5 84,983 Page 1 2 

Art Unit: 1655 

reasonable expectation of success would motivate the artisan to modify the reference to include 
vacuum concentration. 

19. No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi-om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 . 1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan Coe Hoffman whose telephone number is (571) 272-0963. 
The examiner can normally be reached on Monday-Thursday, 9:30-5:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an appUcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Susan Coe Hoffman/ 

Primary Examiner, Art Unit 1655 



